TNIEPY)KABHA CJYXKBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPO.THO 3A
HAPKOTHUKAMM Y KHiBCBKIN OBJIACTI

npoe. Ceitimunoi Hapii, 3, m.Kuis, 02099, Ten/daxkc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
IpO AKICTL BBE3€HOT0 B YKpaiHy JlikapchbKoro 3acody

26.06.2024 Ne 31027/24/10

BICOITPOJIOJI CAHJIO3®

(HaliMCHYBaHHS TKapchKoro 3aco0y 3TiIHO 3 PEECTPALliHHAM MOCBIIYCHIAM)
Ta6JaeTKH, BKPUTI IUTIBKOBOI0 000JI0HKO010, 110 5 Mr; 10 15 TadiaeTok y Guicrepi; o 6
GaicrepiB y kKapToHHiii KopoOui

(thopMa BHITYCKY, I03YBAHHSA, BHJ IAKYBaHHA Jikapckkoro 3acoby)
Homep peectpaniiinoro nocsimaenns UA/4401/01/01 crpox aii peectpaniiisoro nocsixuenrs 01 .01.2099
Cepis nikapcekoro 3aco6y Ne NT7659 KinbkicTs BBe3eHOro Jikapcnkoro 3acoby 94418

Bupobuuk Jlex C.A., Ilonpiia

(HaliMcHYBaHHA BHPOGHHKa JTiKapchKoro 3acofy, KpaiHa NOXOIKeHH)

Beeseno B Ykpainy ToBapucTBo 3 06MesKkeHoI0 BixnopinaabHicTio "Cango3 Ykpaina',
inent. kon: 38419586

(HaHMeHyBaHHH Ta kox 3a €JIPTIOY ropuanaHOi ocobu abo Npi3BuIe, iM'a, o GaTekosi disHuHOI
0COBH - THAIpHEMIL, i MicIle TPOKUBAHHA Ta peecTpalliiiHuii HomMep 00NiKOBOT KAPTKH ILIATHAKA
nozarkis abo cepif Ta HOMep IacropTa)

[IpoTokon BisyansHoro koutpoio ix 20.06.2024 Ne 1764/1.

3a pe3ynbTaTaMH JIEDKABHOTO KOHTPONK BCTAHOBIICHO, IO mikapchbkWii  3aci6 BBeseHo B YKpaiHy 3

L[OTpPlMaHHﬂM BUMOT 3aKOHO/ABCTBA II0JI0 3a0e3MeueHH AKOCT] TiKapChKUX 3aco0iB.
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s A N D o Z Dopma: Ceprudixar cepii I[N13
Bepcis: 44096212.230420-945.6 Bupano:

NEK C.A., Monblua

CEPTUDIKAT BIAMNOBIAHOCTI CEPII

- BICOnPONnoON CAHAO3®

PeccrpauiiiHe noceig4eHHs: ~___Aptukyn 13 Ne: : Kpaita npusHaveHHn:
UA/4401/01/01 44096212 YkpaiHa

| Cuna Bii/AKTUBHI peuoBUHU: ' :

Biconponony cdymaparty 5 Mr

Tikapcbka hopma: i _

' TaGneTku, BKPUTI NNiBKOBOI 06OMOHKO, N0 5 Mr

Tun Ta po3MIp YNaKoBKU:

o 15 TabneTok y 6riicTepi; no 6 6nicTepiB B KAPTOHHIN KOpoobUi

Ne cepiiHa y Ne cepii BupobHuka: BunyuieHa kinbkictb (yn):

NT7659 NT7659 94418
DaTta BupooHUUTBA: : MpuaatHui go:
21.03.2024 02/2029

| Buryck cepii:
ek C.A.

syn. JomaHieBckka 50 C, Bapwaga, 02-672, lNMonbwa

BupobHuua nivensia Ne:  064/0095/15

Cropinka 13 4




S A N D 0 Z ®opma: Ceptudikar cepii 13
Bepcin: 44096212.230420-945.6 BupaHo:

JIEK C.A., Monblua

| BupoBHuk «in bulk» npogykty:  Appeca: : L
Nex C.A. 95-010 Ctpukos, Byn. lNoaninie, 16, Nonkua

MepBrHHE NAKYBaHHA: Anpeca:

INex C.A. syn. [lomaHieBckka 50 C, Bapwasa, 02-672, MNonbuwa

BropuHHe nakyBaHHA:

Nex C.A, | Byn. JomaHiesckka 50 C, Bapwaga, 02-672, lMonbuwa

Komenrapi:

/ ' || B npoueci BUpoBHULTBA Ta NakyBaHHA He Byno BiaxuneHs, aki MOXyTb
MAMHYTY Ha BUMYCK NPOAYKTY.

' B npoueci BUpoBHULITEA Ta NaKysaHHs 6yno 3acikcoBaHo HaCTYMHi
| BUOXWIMEHHS, IUB. HUWKYe (peecTpauliiinuii HoMep BIAXUNEHHS B
: ’ EneKTPOHHIN cucTemi obniky):

Bigxunenns Ne (GX_QEM): -

fonokeHHsA Npo cepTudikauiio:

LM nigTeEpmXKyl0 AOCTOBIPHICTE Ta TOUHICTL BUlieHaBeaeHoi iHdopmaLli. Lla cepia nikapcekoro 3acoby 6yna
 BUrOTOBMEHA, BKIIOYHO 3 YNAKOBKOIO/MapKyBaHHAM Ta KOHTPONEM SIKOCTI Ha BUlLeHaBEAEHUX BUPOGHUHMX AiNbHALAX
|y nosHil BignosiaHocTi Ao BuMor GMP MicLesuX perynaropHUx opraHis, a Takox Ao cneuudikaulii PeecTpaLiiiHoro
- [locke kpainu iMnoptepa abo dainy cneyudikalyii AocnipxysaHoro nikapcekoro 3acoby. [lawi npo BUrOTOBMEHHS:,

- ynakoBky Ta aHanisu cepii Gyrno nepesipeHo Ta nigTBepAXeHo iX BIANOBIAHICTL cTaHAapTam GMP.

[ata Bunycky cepii:

Tun BUNyCKY: i ;
CepTudikauis Cepil 03.06.2024

| Bunyck cepii 3aTBepAKeHO:

YrioBHoBaxeHa ocoba Ewa Oleksiak ‘

/Enekmponnull nidnue/  05.06.2024 12:45:18 +02'00"

Cropinka 224




S A N D 0 Z ®opma: Ceprucpixat cepii 1113
Bepcin: 44096212.230420-945.6 Bupano:

Tlikapcbkui 3aci6:

NEK C.A., MNonbiia

CEPTU®DIKAT AHATI3Y

BICOMPONON CAHOO3®, TabneTku, BKpUTI NNIBKOBOK 060NOHKOM, 10 5 Mr

Ne cepii Ha yn.:
NT7659

- Aprukyn in bulk No:

Cepisi in bulk No:  [lata Bupo6GHWLTBEA:
42033378  NS2619  21.03.2024  02/2029

3oBHIWHIW BUrNag

HiameTp

CepefHs Mmaca

OpHopigHICTL
[030BaHUX OAMHULL

PosuuHHicTb

PosnagaHHsa

BwmicT BOAKM

CrilikicTb go
po3paBnoBaHHA

loeHTudcpikauin:
Biconponony (remi-)
dbymapar

InenTudikauin:
TurtaHy giokeun”

laenTudikauin:
OKcup 3anisa KoBTuin®

- Kpyrni TabneTku >KOBTOrO KOSIbOPY, BKPUTI Bignosigae
nniekosol oBOMOHKOW, 3 HaciHkamu Ans
nodiny Ha YOTUPU YacTUHW, 3 BIABUTKOM
«BIS5» 3 ogHiel cTopoHU

- 5.4 —~5.8 MM 5,6 MM
- 88.50 mr + 5%; (84.08 — 92.93) mr 88,00 Mr
E€p.®. 2.9.40 MoBWUHHO BiGNOBIAATH KPUTEPIAM, LD NPUIAHATI Binnosigae

B €8p.®. 2.9.40
Nonari / 50rpm / = 80% (Q=75%) 3aneneHol KinekocTi yepes 30 98,8 %
900 mn /0,1 NHCl  xsunuH (USP <711>) ( 9'7'1 e 100,7) "
€sp.®. 2.9.1 < 30 XxBUMKH 1 XB
MeToa Kapna <4 % 1,4 %
diwepa
€8p.®. 2.9.8 30-90N 45 N
BEPX Bianosinae craHgapty Bignosipae
XiMiuHa peakuisa Bignoeinae craHgapty "
XiMmivHa peakuia Bianosigae craHnapty -

Cropinka 32 4




s A N D o Z Dopma: Ceprucpikar cepii I3
Bepcis: 44096212.230420-945.6 Bunaro:

NEK C.A., Monblya

Tlikapcukuit 3aci6:

BICOMPONON CAHOO3®, TabneTku, BKPUTI NNiBKOBOKO OGONOHKOK, N0 5 Mr

Ne cepii Ha yn.: = Aptukyn in bulk Ne: | Cepis in bulk Ne: ~ Hara BupotHuLTBa: Rpuﬁa’rm&ﬁ.ﬂo:*
NT7659 42033378 ~ NS2619  21.03.2024  02/2029
 Peaynnfar . .
KinbkicHe BEPX 95.0 - 105.0 % 4,87 mr
BU3IHAYEeHHA!: (4_?5 - 5,25 Ml")
biconponosy dymapar
(21

CynyTHi foMiLlLKK

Jomiuika A (Esp.d.) BEPX make. 0.5 % < 0,05 %
JNomiwka L (Eep.@.) BEPX makc. 0.25 % : : < 0,05 ‘ %a
Nomiwka K (Esp.®.) BEPX makc. 0.5 % < 0,05 %a
OUHIUYHI HEBIZOMI BEPX make. 0.2 % < 0,05 _ %
JOMiLLIKK

CyMa HeBigomux BEPX makc. 0.5% < 0,05 %
LOMILLIOK

Mixpo6ionoriuna uucToTa* BignosigHo go €ep.®. 5.1.4

TAMC - < 1000 KYOir -/- + KyOIr

TYMC €p.®. 2.6.12 + <100 KYOIr -f- KYOIr
2.6.13

Escherichia coli BincyTHilr -

Mpumiten:

* . KOHTpONL NPOBOAATE AMsA KoXKHOI 10-0i cepil WoHafiMeHIWe o[uH pa3 Ha pik

TectyBaHHs BKS 3aBepiueHo: . ‘ - Tectysaunsi BKSl saTepakeHo: -
03.06.2024 Ewa Oleksiak

- /EnexmponHuti nidnuc/  05.06.2024 12:44:35 +02'00°

VOIOVOdiUk Digitally signed by Volovodiuk Viktor

Reason: Sandoz UA QP on i

Viktor Date: 2024.06.14 12:19:55 .'va".?"
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